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DETAILED ACTION 

Priority 

Acknowledgment is made of applicant's claim for foreign priority based on an 
application filed in Switzerland on 06/21/2002. It is noted, however, that applicant has 
not filed a certified copy of the Swiss application as required by 35 U.S.C. 1 19(b). 

Drawings 

The drawings are objected to as failing to comply with 37 CFR 1.84(p)(5) 
because they do not include the following reference sign(s) mentioned in the 
description: 16, 17, and Da. Corrected drawing sheets in compliance with 37 CFR 
1.121(d) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
CFR 1 .121(d). If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1, 2, 4, 9, 13, 14, and 16 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Boucher (US Pat. No. 5443509). 




Referring to the Figure 3, Boucher discloses a bone screw having a longitudinal 
axis and a threaded shaft comprising a cylindrical shank 110 and a threaded section, 
having an external diameter. The threaded section has a frontal thread end and a 
thread profile, wherein the thread profile has a front threaded flank directed towards the 
frontal end, a rear threaded flank, and a flank angle (3. The threaded section has 
multiple threads and preferably a double threaded design consisting of threads 150 and 
160. It is also disclosed that threads 150 and 160 can consist of sharp edges to cut 
threads as the screw advances (Column 3, Lines 40-43). Threads 150 and 160 
terminate at the tip 120, resulting in a knife like element with a cutting edges 154 and 
164 at the frontal thread end. The cutting edge goes around the shaft 110 helically and 
is curved convexly at the tip 120. Also, when viewed from the tip 120 (Figure 4) the 
cutting edges 164 and 154 extend radially from the shaft 110, but then continue in a 
sickle-shape with the cutting edges disposed on the outer edge. Furthermore, the front 
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end or tip portion 120, which has a convex shape as seen in the enlarged view of tip 
120, which, coincides with the frontal thread end. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 3, 5-8, 10-12, and 15 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Boucher. 

Boucher discloses a bone screw having a longitudinal axis and a threaded shaft 
comprising cylindrical shank 110 and a threaded section, having an external diameter. 
The threaded section has a frontal thread end and a thread profile, wherein the thread 
profile has a front threaded flank directed towards the frontal end, a rear threaded flank, 
and a flank angle p. The threaded section has multiple threads and preferably a double 
threaded design consisting of threads 150 and 160. It is also disclosed that threads 
150 and 160 can consist of sharp edges to cut threads as the screw advances (Column 
3, Lines 40-43). Threads 150 and 160 terminate at the tip 120, resulting in a knife like 
element with a cutting edge at the frontal thread end. Furthermore, the front end or tip 
120 of the device has a facet that results from the tip 120 being convex in shape. 
Boucher, however, fails to disclose the sector angle that the cutting edge encloses, the 
angle the knife-like element encloses, the cutting angle of the knife-like element, and 
the angle the facet makes with regards to the longitudinal axis. With regard to these 
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claims, it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to construct the bone screw of Boucher with the angles disclosed 
by the applicant, since it has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In re Aller, 105 USPQ 233. 

Claims 1,17, and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Baldwin (US Pat. No. 6749233) in view of Boucher. 

Baldwin discloses a medical screw having a longitudinal axis comprising a shaft 
102 with a threaded portion 106 with an external diameter, a frontal thread end of 
threaded portion 106 as seen in Figure 3 on the next page, and a thread profile. The 
thread profile has a front threaded flank, a rear threaded flank, and a flank angle p. The 
threaded portion 106 is composed of multiple threads 114 and 116. Furthermore, Figure 
3 shows the medical screw of Baldwin entering into a pre-tapped whole with threads to 
match, thus leaving a profile of the screw. The profile shows threads with an inner ridge 
with flank angle 6 near the shaft 102 and an outer ridge with flank angle 6' wherein 5 is 
greater than 5'. Baldwin fails to disclose a knife-like element with a cutting edge at the 
frontal thread end of the threaded section. Boucher, however, teaches a knife-like 
element with a cutting edge as previously stated to be able to cut threads as the screw 
advances as well as cut more aggressively into bone tissue (Column 5, Lines 54-59). 
Therefore it would have been obvious to one with ordinary skill in the art at the time the 
invention was made to construct the medical screw of Baldwin with a knife-like element 
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with a cutting edge at the frontal thread end to improve the driving ability the screw into 
denser tissue such as bone. 




FIG. 3 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicants disclosure. US. Pat. No. Re34969; 5743914; 5294227, 4655661; 5695497 

Any inquiry concerning this communication from the examiner should be directed 
to Andrew Yang whose telephone number is 571-272-3472. The examiner can normally 
be reached Monday-Friday 7:30 am - 5:00 pm EST. 
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If attempts to reach the examiner by telephone are unsuccessful the examiner's 
supervisor, Eduardo Robert can be reached at 571-272-4719. The fax number for the 
organization where this application is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private Pair only. For More 
information about the PAIR system, see http://pair-direct.uspto.gov . Should you have 
questions on access to the Private PAIR system, contact Electronic Business Center 
(EBC) at 866-217-9197 (toll free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786- 
9199 (USA OR CANADA) or 571-272-1000. 




